
,*... 297 Plus Park Blvd.
NashvilIe, TN 37217

December 6, i996

CWF-●
d

@--”f’’!’’’f’”;+
<

FACILITY ID #149617

WAmG LEITER -97-Nsv-o~
Debbie Spivey, Teohnical Director
Baptist Health Center - Centcrpoint
1160 Huffinan Road
Birmingham, AL 35215

DearMs. Spivey:

Your fxility was inspcctcd on November 22.1996 by a representative of the State of A-
aoting on behaffof the FoodandDrugAWstration (FDA). This -on raealed thatyour
faoility failed to comply with the Quality Wan&r& for Mammography (Standds) as spedkd
in TitIe 21, @de of Fed~ “ (cm), Part 900.12 as follows:

Rteor& indicatethat them was no medical physicist survey done for the x-ray system

The~“fic deficiency noted above previouslyape on the List of Observationssent to you
by the sumeyor. Thisdeficiencymaybe -tic of seriow underlyingproblemstha!could
-* the qualityof rnarnmographyat your fhoiity.

“.“..

It is your responsibility to ensure adherence to each requirement of the Mammography Quality
Stmdards Act of !992 (MQSA) and FDA’s regufatkns. You are responsible for investigating
ad ckrmhing the causes of the dcficid= dutt the hspection identifies and to prompdy
~-~ ~-ve *=’

If YOU Ml to pptly W- W dcfkie=y, FDA ~, 1*/itho@fti~ ~oti=, -
regtdatoryactkm UndarM@& ~A ~

● - ~i~ - penalties on 8 fkili~ of UptO $10,000 fOr* f*
tosubsmtd- y comply with or each day of ftihm to su~Y comP~Y
wit&the Standards.
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● ~=&or ~vokes f~i~~’s ~A cctifica@ for f~l~ to ~mply with tk
.

● seek an injunction in f- court to prohibit any mammographyactivity th@
constitutesa seriousrisk to humanhealth.

Please note thar FDA regulations do not preclude a State fmm enforcing its own State
mammographylaws andregulations. In some cases, these requkemcntsmaYbe more stringent
than FDA*s. when yOUpkl yOIECOrt’CCtiVCWXiOIE4thCrOfOm,yOushouId considerti more
stringentStatercquirctncn~ if any.

WWn 15 working days @r reeeiving this letter. you shou~dnoti@ FDA in writing ofi

● * specific steps you have taken to cornet the violation noted in this
w,

●eachstep your faciliq is taking toprovent thcrmrmncc of similar
Violation&

If your f~ty is unableto compkto the comcctive aotionwithin 15 workingdam you should
-b~fmtiayd btiti-abtim tiubm~fti

Yourrcply shonIdbdrectdtoJoscph E.Hhyeq ComplianceOfScer, U.S. Foodaad Drug,.
Mmmstmdm 297 PlusParkBoulwar&Nashvilie, Tamcasee 37217, tckphonc 6W781-5389,
extcnsion12S. AIso, scndacopy tothc State radiationcotmoloflke thatconduotod the
inspccdonreknocdinthiskttor. Youmayohoosctoaddress bothPDAaad Statcrcquimmnts
in your ruponse. ..“.

If you have any questions regardingthis iettcr or how to ensure you are meeting MQSA
~ P1- * k Sdkdt C.S.OWat 615/7S1-5380, extension 144.

Simcercly,

$yA44ttl
RaymondK. Hcdblad
Dkcctor, Nashville Dia&iot
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co: State of ~ Div. of IM Control


